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Abstract

Patient safety is an important responsibility of sponsors and regulatory authorities throughout the drug development process. To
better aid the statisticians, statistical programmers, and data scientists who are engaged with these efforts, the PHUSE Safety

Analytics working group has developed a subcluster within the Drug Development cluster on the PHUSE Education website to provide
these quantitative scientists with a deeper understanding of the key concepts in this growing discipline.

The resources provided in this new subcluster will focus on patient safety analyses in the clinical domain. The included content is

based on the working group’s collective experience in trying to do better safety analyses in the interest of patients and references
that have been helpful in that pursuit.
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